











Authority for
Monitoring/Reporting PMC
Progress

The Food and Drug Administration
Modernization Act of 1997 (FDAMA)
amended the Food, Drug and Cosmetic Act
by adding a new section 506B (21 U.S.C.
356b). This section provides additional
authority for monitoring the progress of
postmarketing studies that drug and
biologic applicants have agreed to conduct.



Why Monitor PMCs?

Congress enacted this section In
response to concerns expressed by
the Food and Drug Administration and
the public about the timeliness of
completing postmarketing studies and
about the need to update drug
labeling with information obtained
from such studies. A May '96 OIG
Report highlighted concerns.



Reporting Requirements for
Sponsor and FDA

The new provision requires sponsors of approved
drugs and biologics to report to FDA annually on
the progress of their postmarketing study
commitments.

In addition, FDA must publish annually in the
Federal Register a report that provides information
on the status of postmarketing studies that
sponsors have agreed to conduct and for which
annual reports have been submitted.



Reporting Requirements for
Sponsor and FDA (cont.)

FDA also agreed to make basic
iInformation about the status of each
postmarketing study commitment
avallable to the public on the Internet.

The postmarketing study
Information includes the basic
Information the FDA committed to
make avallable to the public.



The Information (excluding proprietary
Information) currently available to search
Includes:

A commitments made with the Center for
Biologics Evaluation and Research (CBER) at
any time, and

A commitments made with the Center for Drug
Evaluation and Research (CDER) since
January 1, 1991.

Only commitments that have been
reviewed for accuracy are included in the
current list. The information will be updated
qguarterly (in April, July, October, and
January).



Online FDA PMC Database

New commitments, commitments not
previously listed that have been reviewed
for accuracy, and status updates for
existing commitments will be added to the
list with the updates.

Questions or comments may be sent to the
Postmarketing Study Commitment
Coordinator at pmcweb@-cder.fda.gov



















Problems with Timeliness of

PMCs (source: Reuters)

A “1n 2003, it [FDA] published figures showing
349 studies for chemical-based drugs were
completed, while 61 percent of the 1,339
outstanding studies had not been started.”

A An informal June ‘05 analysis from the FDA
website data showed 20% of 66 CBER PMCs
fulfilled/released, 12% submitted, 8% delayed,
21% not Initiated, and 39% ongoing.

A Will improvements in FDA’s tracking system
for PMCs help assure more timely completion
and reporting of PMC study results?



FDA currently has authority to take legal action against
applicants who fail to complete postmarketing studies
performed under accelerated approval provisions [21 CFR 314,
subpart H and 601 subpart E] and deferred pediatric studies.

Failure to complete studies under
accelerated approval may result in a
withdrawal of approval [withdrawing the
drug from the market] or modification to
labeling claims.

Failure to complete deferred pediatric
studies and to submit pediatric labeling
may cause the product to be misbranded.
FDA may Iinitiate seizure or injunction
actions.









